Arthur Jacob 

COUNSELLOR AT LAW 
25 EAST SALEM STREET 
P.O. BOX 686 
HACKENSACK, NEW JERSEY 07602 

(201) 488-8700 

FACSIMILE (201) 488-3884 

December 9, 2004 

Fred F. Behrens, M.D. 

Doctors Office Center Suite 5200 

Newark, New Jersey 07103-2499 

Re: Intramedullary Nail -Based Bone Fracture Treatment 
U.S. Serial No. 10/697,227 

Dear Dr. Behrens : 

Enclosed is a copy of a letter from the Examiner in charge of the 
above patent application in the United States Patent and Trademark 
Office, together with a copy of each reference cited in the letter. 

The Examiner has identified two species of the invention, namely, 
the arrangement which includes a supplemental end support and 
arrangements which do not have the end support, and has required' an 
election of one of the species for examination in the present 
application. In a telephone discussion with the Examiner, we 
elected the latter species, effectively eliminating only claims 11 
and 17 from consideration at this time. However, please note that 
the allowance of a claim which is generic to both species would 
allow reinstatement of claims to the non-elected species. 

The objection to the drawing and the rejection of claim 16 on 
formal grounds are easily obviated. 

Please note that claims 12 through 15 have been allowed. These 
claims are directed to the method of using the apparatus disclosed 
in the application and are quite comprehensive. In addition, the 
Examiner has indicated that claims 16 and 17, also drawn to method, 
would be allowed if amended as indicated. As stated above, claim 
17 is one of the claims directed to a non-elected species, but 
would be reinstated since the generic claim 12 has been found to be 
allowable. Thus, only claim 11 would remain withdrawn from 
consideration at this time. 

The principal reference relied upon by the Examiner in rejecting 
all of the claims drawn to the apparatus is the patent to 
Palkovitz, cited by us in the Information Disclosure Statement 
filed with the application. The Examiner finds all of the elements 
of claim 1 disclosed in Palkovitz. Supplemental references to the 
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Marino and Perry patents are employed by the Examiner to show that 
features not disclosed in Palkovitz would be obvious additions. 

We do not find the elements of claim 1 in Palkovitz. The reference 
lacks any suggestion that a drill guide can be coupled with pins 
secured to the long bone at locations spaced away from fractures 
adjacent either end of the long bone so as to provide a guide for 
drilling holes at the fractures, which holes then receive fixation 
screws. That arrangement achieves the objective of accurately 
locating fixation screws for fractures located adjacent the ends of 
the long bone without requiring incisions at the ends of the long 
bone for locating fixtures adjacent those ends. The supplemental 
references do not suggest any combination with Palkovitz which 
could render obvious some of the features of the more specific 
claims . 

It appears that the Examiner has read the terms of the claims as 
broadly as possible in an effort to make the references fit the 
language of the claims; however, we believe that merely finding 
some structure which could be used to meet the terms of the claims 
does not render the claims anticipated by that structure. Thus, it 
may become necessary to amplify the language of the claims so as to 
better distinguish the claimed structural combination over the 
disclosures of the references, and to do so without narrowing the 
scope of the claims. We suggest that emphasis be placed upon the 
location and securement of the anchoring pins intermediate the ends 
of the long bone, where the bone is accessible with minimally 
invasive incisions, and the coupling of the drill guide with the 
anchoring pins for proper placement of the stabilizing fasteners. 
The references do not appear to suggest that combination for the 
particular use set forth in the already allowed method claims. 

Please review the enclosed materials, together with the above 
comments, and then communicate with us so that we may decide upon 
an appropriate response to the enclosed letter. Any such response 
should be filed as early as possible, and before March 1, 2005, 
bearing in mind that the application has been granted special 
status and should be moved along as quickly as possible. 



Sincerely yours, 
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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION 1 ' 

' »nnoevent. h o W ever, may arep, b eti m e, y ,ed 

- Failure to reply within the set or extended period for reply will, b/statute. cauTe^ communication. 
£r^ 

Status 

1 )M Responsive to communication(s) filed on 13 August 2004 . 
2a)Q This action is FINAL. 2b)EI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1-17 is/are pending in the application. 
4a) Of the above claim(s) 11 and 17 is/are withdrawn from consideration. 

5) 0 Claim(s) 12-15 is/are allowed. 

6) 13 Claim(s) UW is/are rejected. 

7) M Claim(s) 16 is/are objected to. 

8) 13 Claim(s) U17 are subject to restriction and/or election requirement. 
Application Papers 

9) D The specification is objected to by the Examiner. 

1 0)H The drawing(s) filed on 30 October 2003 is/are: a)B accepted or b)D objected to by the Examiner. 
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 121(d) 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
Priority under 35 U.S.C. § 1 1 9 

12)Q Acknowledgment is made of a claim for foreign priority under 35 U S C § 1 19(a)-(d) or (f) 
a)D All b)D Some *c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 

* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) S Notice of References Cited (PTO-892) 

Notice of Draftsperson's Patent Drawing Review (PTO-948) 
3) El Information Disclosure Statement(s) (PTO-1449 or PTO/SB/08) 
Paper No(s)/Mail Date 30 October 2QM 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 1-04) 



4) ^ Interview Summary (PTO-413) 

Paper No(s)/Mail Date. 112704 . 

5) □ Notice of Informal Patent Application (PTO-1 52) 

6) □ Other: . 



Office Action Summary 



Part of Paper No./Mail Date 1 12704 



Application/Control Number: 10/697,227 
Art Unit: 3732xTP^\ 




Page 2 



DETAILED ACTION 



Election/Restrictions 



This application contains claims directed to the following patentably distinct 
species of the claimed invention: 

I. Figs. 2, 3 and 4 (claims 1-10 and 12-16) 

II. Figs. 5 and 14 (claims 1,2, 5-12 and 14-17) 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, claims 1, 2, 5-10, 12, and 14-16 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which are written in dependent form or otherwise include 
all the limitations of an allowed generic claim as provided by 37 CFR 1.141. If claims 
are added after the election, applicant must indicate which are readable upon the 
elected species. MPEP § 809.02(a). 

Should applicant traverse on the ground that the species are not patentably 
distinct, applicant should submit evidence or identify such evidence now of record 
showing the species to be obvious variants or clearly admit on the record that this is the 
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case. In either instance, if the examiner finds one of the inventions unpatentable over 
the prior art, the evidence or admission may be used in a rejection under 35 
U.S.C. 103(a) of the other invention. 

During a telephone conversation with Arthur Jacob on 18 November 2004 a 
provisional election was made without traverse to prosecute the invention of species I, 
claims 1-10 and 12-16. Affirmation of this election must be made by applicant in 
replying to this Office action. Claims 1 1 and 17 are withdrawn from further 
consideration by the examiner, 37 CFR 1 .142(b), as being drawn to a non-elected 
invention. 

Drawings 

Figure 1 should be designated by a legend such as -Prior Art- because only 
that which is old is illustrated. See MPEP § 608.02(g). Corrected drawings in 
compliance with 37 CFR 1.121(d) are required in reply to the Office action to avoid 
abandonment of the application. The replacement sheet(s) should be labeled 
"Replacement Sheet" in the page header (as per 37 CFR 1.121(d)) so as not to obstruct 
any portion of the drawing figures. If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC §112 

Claim 16 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

In claim 16, the reference to "the method of claim 11" renders the claim unclear 
since claim 1 1 does not recite a method, but rather an apparatus. For examination 
purposes, and as best understood, claim 16 has been considered as depending from 
method claim 12. It is noted that claim 17, although withdrawn from consideration, if 
rejoined, would likewise improperly depend from apparatus claim 11. Appropriate 
correction is required. 

Claim Rejections -35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1,3, 6, 7 and 9 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Palkovitz (2,812,761 ; cited by applicant). 

Palkovitz discloses a fixation device comprising an intramedullary nail 3 having 
an elongate shank and a plurality of transverse sockets and passages 3a (i.e. bores) 
spaced from ends of the nail (see Figs. 1 and 4). Anchoring pins 7 extend through the 
sockets. Member 5 has passages 5a, extending normal to the longitudinal axis of the 



Application/Control Number: 10/697,227 Page 5 

Art Unit: 3732 

shank, which are capable of functioning as drill guides (see Fig. 1). The member 5 is 
coupled to the anchoring pins, at least with respect to every degree of freedom except 
for translation in an axial direction of the anchoring pins. 

Claim Rejections - 35 (JSC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 2, 4 and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Palkovitz (2,81 2,761 ; cited by applicant) in view of Marino (4,733,654). 

Palkovitz discloses the claimed invention except for the the complementary 
screw threads between the anchoring pins and the nail. Marino teaches a fixation 
device having complementary threads between pins 26, 27 and a nail 1 to allow the 
anchoring pins to engage the bores 24, 25, in order to stabilize the femoral nail and 
facilitate the healing process (see Fig. 1 ; col. 1 , lines 5-9; and col. 3, lines 3-5). It would 
have been obvious to one having ordinary skill in the art at the time the invention was 
made to provide the fixation device of Palkovitz with complementary threads between 
the anchoring pins and the sockets of the nail, in view of Marino, in order to engage and 
stabilize the femoral nail and facilitate the healing process. 

Claims 5 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Palkovitz (2,812,761 ; cited by applicant) in view of Perry (5,766,174; cited by applicant). 
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Palkovitz discloses the claimed invention except for explicitly disclosing that the 
passages may be provided at an obtuse angle with respect to the nail. Perry teaches 
that passages, e.g. 33, of a fixation device 20 may be oriented at an angle (including 
obtuse), in order to accommodate varying fractures and to better affix the bone 
fragments (see e.g. Fig. 6 and col. 4, lines 13-22). It would have been obvious to 
provide the fixation device of Palkovitz with passages at an obtuse angle with respect to 
the nail, in view of Perry, in order to accommodate varying fractures and to better affix 
the bone fragments. Moreover, it has been held that where the general conditions of a 
claim are disclosed in the prior art, discovering the optimum or workable ranges-for 
example, as here, the range of optimum or workable passage angles-involves only 
routine skill in the art. In re Aller, 105 USPQ 233. 

Allowable Subject Matter 

Claims 12-1 5 are allowable over the prior art of record. 

Claim 16 would be allowable if rewritten to depend from claim 12, as described 

above. 

Claim 17 is subject to rejoinder and allowance if it is amended to depend from 
claim 12. 
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Conclusion 

The prior art'rfi^^^cord and not relied upon is considered pertinent to 

applicant's disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David C. Comstock whose telephone number is 
(703) 308-8514. 

D. Comstock 
27 November 2004 
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All participants (applicant, applicant's repre 
(•n David Comstock . 
(2) Arthur Jacob . 

Date of Interview: 18 November 2004 . 

Type: a)l3 Telephonic b)D Video Conference 

c53 Personal [copy given to: 1 )□ applicant 2)D applicant's representative] 

Exhibit shown or demonstration conducted: d)D Yes e)E3 No. 
If Yes, brief description: . 

Claim(s) discussed: 1-17 . 

Identification of prior art discussed: N/A. 

Agreement with respect to the claims f)|£l was reached. g)D was not reached. h)D N/A. 

Substance of Interview including description of the general nature of what was agreed to if an agreement was 

Teached nr nnv ents: &r r"™ nt '* ™r*sentative ele cted wi t ho ut traverse s p ecies I, c laim s 1-10 and 12-16 

^S^toS^ ? * »nd 4lAc7o7 d inn,'v r.i.im, 11 end 17 have been withdrawn from further considere d 
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(A fuller description, if necessary, and a copy of the amendments which the examiner agreed would render the claims 
Ll^MJf^Ke. must be attached. Also, where no copy of the amendments that would render the cla.ms 
allowable is available, a summary thereof must be attached.) 
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imtfrvifw (See MPEP Section 713 04) If a reply to the last Office action has already been filed, APPLICANT IS 
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